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DETAILED ACTION 
Summary 

Receipt of the Information Disclosure Statement(s) filed 07-29-2003, 06-01-2004 
is acknowledged. Claims 1-14, 17, 19-35, and 38 are pending in this action. Claims 1- 
14, 17, 19-35, and 38 are rejected. 

Election/Restrictions 

Restriction to one of the following inventions is required under 35 U.S.C. 121 : 

I. Claims 1-14, 17, 19-35, 38, drawn to a pharmaceutical composition for the 
controlled release of a drug in the form of a perforated tablet, classified in 
class 424, subclass 468. 

II. Claims 15, 18, drawn to a method of making the perforated tablets, 
classified in class 424, subclass 475. 

III. Claims 36, 37, 39, drawn to drawn to a method of making perforated 
tablets with enteric and water soluble coatings, classified in class 424, 
subclass 475. 

The inventions are distinct, each from the other because of the following reasons: 

Inventions I and II are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f))- In the instant case the dosage form of Group I can be made by a 
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materially different process because it can be made by the process of Group III, which 
comprises an additional water soluble polymer. 

Inventions I and III are related as process of making and product made. The 
inventions are distinct if either or both of the following can be shown: (1) that the 
process as claimed can be used to make another and materially different product or (2) 
that the product as claimed can be made by another and materially different process 
(MPEP § 806.05(f)). In the instant case the dosage form of Group I can be made by a 
materially different process because it can be made by the process of Group II, which 
does not comprise an additional water soluble polymer. 

Inventions II and III are related as combination and subcombination. Inventions 
in this relationship are distinct if it can be shown that (1) the combination as claimed 
does not require the particulars of the subcombination as claimed for patentability, and 
(2) that the subcombination has utility by itself or in other combinations (MPEP § 
806.05(c)). In the instant case, the combination as claimed does not require the 
particulars of the subcombination as claimed because the combination comprises 
multiple layers and water soluble polymers. The subcombination has separate utility 
such as a single layer tablet. 

Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art in view of their different 
classification, restriction for examination purposes as indicated is proper. 
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Because these inventions are independent or distinct for the reasons given 
above and the inventions require a different field of search (see MPEP § 808.02), 
restriction for examination purposes as indicated is proper. 

Because these inventions are independent or distinct for the reasons given 
above and have acquired a separate status in the art because of their recognized 
divergent subject matter, restriction for examination purposes as indicated is proper. 

The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
All claims directed a nonelected process invention must require all the limitations of an 
allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1.104. Thus, to 
be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103 and 112. Until all claims to the elected product 
are found allowable, an otherwise proper restriction requirement between product 
claims and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01. 

During a telephone conversation with David Farah on 04-04-2006 a provisional 

election was made without traverse to prosecute the invention of Group I, claims 1-14, 

17, 19-35, 38. Affirmation of this election must be made by applicant in replying to this 

Office action. Claims 15-16, 18, 36 and 37 are withdrawn from further consideration by 

the examiner, 37 CFR 1.142(b), as being drawn to a non-elected invention. 
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Applicant is advised that the reply to this requirement to be complete must 
include (i) an election of a species or invention to be examined even though the 
requirement be traversed (37 CFR 1.143) and (ii) identification of the claims 
encompassing the elected invention. 

The election of an invention or species may be made with or without traverse. To 
reserve a right to petition, the election must be made with traverse. If the reply does not 
distinctly and specifically point out supposed errors in the restriction requirement, the 
election shall be treated as an election without traverse. 

Should applicant traverse on the ground that the inventions or species are not 
patentably distinct, applicant should submit evidence or identify such evidence now of 
record showing the inventions or species to be obvious variants or clearly admit on the 
record that this is the case. In either instance, if the examiner finds one of the inventions 
unpatentable over the prior art, the evidence or admission may be used in a rejection 
under 35 U.S.C. 103(a) of the other invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the currently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1.48(b) and by the fee required under 37 CFR 1.1 7(i). 
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Claim Rejections - 35 USC § 102 



The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1, 3, 4, 7, 8, 11, 12 rejected under 35 U.S.C. 102(b) as being anticipated 

A 

by Kim US 6110500. 

Kim discloses a controlled release tablet for releasing an active agent (col. 1, 
lines 58-60). The tablet body is shaped like a donut with a cylindrical hole extending co- 
axially through the center of the body (col. 1 , lines 60-62). The tablets comprise a drug 
and an enteric polymer (col. 4, lines 60-67 and col. 5, lines 1-10). The tablet comprises 
5% ethylcellulose (col. 5, line 7). Hydroxypropylmethylcellulose and ethylcellulose are 
disclosed as water soluble and enteric coatings (claims 1 and 3). The tablet of the 
invention achieves a nearly linear release rate (col. 2, line 49). Claim 1 only requires 
that composition comprise a drug and an enteric polymer, thus the coated perforated 
tablet taught by Kim meets this limitation. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-6, 8-14, 17, 19-35, 38^rejected under 35 U.S.C. 103(a) as being 
unpatentable over Patel US 4775536 in view of Marvola et al. US 5962024. 

Patel discloses an enteric coated tablet. The tablet comprises an undercoat layer 
and overcoat layer (col. 2, line 47). The polymers used to form these layers are 
hydroxypropylmethylcellulose, polyvinylpyrrolidone, polyethylene glycol (col. 2, lines 55- 
60). The enteric coating is Eudragit, polymethacrylic acid and acrylic acid esters, (col. 2, 
lines 11-14). Eudragit polymers comprise quaternary ammonium functionality (see US 
4721619, cited of interest). 



Application/Control Number: 10/630,879 Page 8 

Art Unit: 1615 

Patel does not disclose combining the drug with the enteric polymer to form one 
of the layers. 

Marvola teaches that forming enteric matrix tablets are well known in the art (col. 
1, line 65). The enteric polymer is used in about 95%-100% of the composition. The 
enteric polymer dissolves at a pH above 6 (col. 2, lines 13-25). 

Although the reference does not disclose the same cylindrical perforated tablet 
shape as claimed, the particular design of the dosage form does not provide patentable 
distinction over the prior art, since the composition made with multiple layers of water 
soluble, water insoluble, and enteric coatings in a tablet dosage form would have the 
same controlled release properties without respect to the shape of the tablet. 

Patel teaches forming multiple layers in the tablet dosage form. One of ordinary 
skill in the art would be motivated to use enteric polymers to form drug layers, such as 
those taught by Marvola, in the tablet dosage form because enteric coatings protect the 
drug in transit from the stomach to the gastrointestinal tract, and thus would allow for 
the drug to be released in a controlled manner under the specific pH conditions in the 
gastrointestinal tract. 

Claims 17 and 38 are product by process claims. The process by which a 
product is made does not impart a patentable distinction when the claims being 
examined are composition claims. 

Cited of Interest 

US 4721619, column 2, lines 52-63 discloses that Eudragit polymers comprise 
quaternary ammonium functionality. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Pili A. Hawes whose telephone number is 571-272- 
8512. The examiner can normally be reached on 8-4:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on 571-272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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P.A. Hawes 
Examiner-1615 



